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Dear Hr. Millori

~fl$?o-tiqators from this offic. cond~ct.d 4 ~stmark.t inapaction of
yOUr fi~ Iocat.d in Bridgowator, NOWJorsoy on March 24 - April 4,
1997, for tho CON?IDgm iIIIV Testing Sorvico, PMA #BP90-0030 Tha
CON?IDEm product is ● biologic d.v~c. ●a d.fin.d by Section 201(h)
of th. ?od.ral Food, Drug and Cosm.tic Act (Act).

Th. ●bovo-stat.d in.poction r.v.a~.d that this d.vic. i. considorod
●dultoratod within the moaning Of Sgction sol(h) of tho Act, in
that tho rnothods used in, or th. faci~iti.~ or controls uaod for
tho manufacturing, packing, storago, or installation aro not in
conformance with tho Good Manufacturing Practico (GMP) for Medical
Davica RoquAation, as sp.cifi.d in ‘1’itl. 21, Cod. of Fod.ral
Regulation. (CFR), Part 820, a. fallowai

1) Failuro to validata chang.g to ?’..4 bieod AMorboncy Teat
utiliz.d for incoming cant~n.nt toting and finished product
t.sting. Tho NCCLS standard for this typ. Of t.atinq roquiroo
tho us. of fresh, whol. blood with a ~~g h.matocrit, Your
fi~ iD uti~izinq frozon ●nd th~.d blood with no addition of
cryoprotoctive agontoo Sinco h.molysis occurs when blood is
frozon, tho homatocrit would d.cr.~~. a. a r.suit of th.
froozo/thaw ●orago proco.s. Tharo i. no documented avidonce
to $ubstantiato this blood mat.ria~ ~S aquivalont to 55*
homatocrit frash, whol. blood for ~~e in t~ia significant

.tomhg method.

Based on tho abovo, w. ar. cone.rn.d abut th. accurac
J

of any
VaiidatiOn studios that includ.d froz.n/thaw.d blood p.r ormod to
dotormino wh.th.r th. filter pap.r L- c~mpromisd by moisture,
compression ●rid/or contaminants.

In your original PMA submission and s.v.ra~ am.ndmonts to th.
oriqinal .ubmisa~on, you comgnitt.d to fo~lowing ~CCLS guidolinoa
for porformiflg tha qUaAity control blood ab~orb.ncy tomtinq of the
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filter paporo Th. guidelines manda~o the uso of fresh, whole
blood . While w. note that aube.quent to theme comm~tments to use
frooh, wholo blood, you may have submitted information that
Lndicatod tha use of frozen/thawed blood, you did not specifically
highlight thi~ changa Ln mothodolo

Y
a. roqukod by the regulation

concerning PMA amendments and SUpp emente, found in 21 CFR 814,37
and 814.39.

2) Failuro to establish and ~mpl.m.nt an adequate failure
~lWO#t@atiOn program that would ~nc~ude an eValUat~on/review
of dovico batch recordn for the tent k~tt teeting of retain
samples and questioning the u.er on their collection
●xperlenca and teat card handling.

Tho abova-atatod Ln.poction also revaa~ed that your device in
miabrandad within the meaning of ●.ction Soz(t)(z) of ;he Act, in
that our firm faihd to submit information to the Food and Drug

IAdmin ●tration aa required by tho Madical Device Reporting (MDR)
Regulation, as upecifiod in 21 CFR 803. Specifically, you failed
to submit MDR reports to FDA after r.caiv~ng information which
reasonably .uggest that the CONFIDEm HIV T@~t Service may have
reported falso results to conaumera on six occasions. These six
complaints wore received via te~ophone between September 16, 1996
and January 15, 1997,

Additionally, your firm’s commitment to and ~mp~ementation of the
conditlona of approval in your PMA approval letter, dated May W
1996 worm evaluated by tho Cent.r for B~O~Og~CS Evaluation and
Re#oarch. It is notad that for th.&mOgreph~C .Urv.y instituted
in February 1997 and provided to ca~~er~, the ca~lor has the option
to by-pass tho survey completol .

[
As a rooult, tho demographic

information r.quirod by the cond t~onm of a prova~ for your PMA ia
tnot being colloctod for all call.rs as ovi .ncad by tho fact that

only 19 percent of tho poeitiva .Ubjecta and 26 parcent of the
negative ●ubjocts have participated in tha optional demographic
survey. Prior to the change to an opt~ona~ Ourveyt 43 percent of
the poaitiva subjects participated in the counselor-initiated
demographic survey,

This ~ettor ia not intended to be an all-inclusive list of
doficioncie~ at your facility, It is your responsibility to ensure
adheronco to each requirement of the Act and regulations, The
specific Vioietion- noted in thk letter and in the FDA 483 is-ued
at th. c~o~.out of the inspection may b. symptomatic of seriou8
undorlyinq problems in our firm’s manufacturing and quality
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aesurance systems. YOU are responsible for investigating and
determining the causes of the violations identified by the FDA. If
the causes are determined to be systems problems, you must promptly
initiate permanent corrective actions.

Federal agencies are advised of the issuance of all Warning Letters
about devices 80 that they may t&e this info~ation into account
when considering the award of contracts. Additionally, no
premarket submissions for devices to which the GMp deficiencies are
reasonably related will be cleared until the violations have been
corrected. AIso, no requests for Certificates For products For
Export will be approved until the violations related to the subject
device have been corrected.

YOU should take prompt action to correct these deviations. Failure
to promptly correct these deviations may result in regulatory
action being initiated by the Food and Drug A&ini8tration without
further notice. These actions include, but are not limited to,

B

seizure, injunction, and/or civil penalties. In addition, approval
of your PMA may be subject to withdrawal by the agency.

We are in receipt of your submitted response to the FDA483
observations, dated May 7, 1997. Our comments follow in the
numerical order of the FDA483 observations:

1) We disagree with the rationale that either fresh or
frozen/thawed blood is suitable for testing the filter

- * Cements concerning ‘he ~

a er used in the CONFIDEtm test car based OK-

NCCLS guidelines specifically State that fresh
whole blood with 558 hematocrit is u8ed for absorbency
testing. If YOU choose to use lysed b~ood, you need to
validate this test and arrive at specifications for this
material. An effective validation effort should include
a “worse case scenfirio” test designed to fail to meet
specs if the filter paper is compromised.

D

2) Thi8 response is not complete. Volume retention of
the filter paper is an important quality feature.
Failure of the filter paper to retain the m~n~rnal amount
of blood used in testing, which can not be visually
determined, could possibly re8ult in failure of the HIV
test to detect antibodies. We acknowledge your
commitment to retrospectively evaluate previously
manufactured and released lots of test cards ~t~lizlng a
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- variation of the volumetric test. However, while this
ia appropriate for retrospective validation purposes, there is
no commitment to perform a QC test on each lot of finished
product to determine if the volume retentive qualities of each
finished product lot have been compromised.

An appropriate response for Observations 1 & 2 would include
validation in conjunction with the development of a QC test method
designed to detect when the fil~er paper has been compromised.

Responses to FDA483 0b88rvation8 3, 4, 5 & 7 appear to adequately
address our concerns. While your re8pon8e to Observation 6 appears
adequate, the revised SOP (CS #100-001) was not included for our
review.

Please notify this office in writing, within 15 working days of
receipt to this letter, of the Specific Steps you have taken to
correct this situation and include an explanation of each step
taken to prevent the recurrence of s~ilar deviations. If
corrective action cannot be taken within 15 working days, state the
reason for the delay and the timeframe within which corrections
will be implemented.

Your reply should be directed to the New Jersey District Office,
Food and Drug Administration, 10 Waterview Blvd, 3rd Floor,
Parsippany, New Jer8ey, 07054, Attn: Mercedes B. Mota, Compliance
Officer.

Sincerely,,

&Lzut*&
EDWARD H. WILKENS
Acting District Director
New J0r8ey Di8trkt

MBM: np


